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DETAILED ACTION 

The examiner acknowledges receipt of preliminary amendment filed 9/29/08, response to 
election/restriction requirement and IDS filed 8/25/08. Claims 2-32 were canceled 7/15/2004. 
New claims 33-78 were added 7/15/08. Claims 33, 56, 73 and 75 are currently amended. 
Claims 1, 33-78 are pending. 

Election/Restrictions 

1. Applicant's election without traverse of claims 1, 33-37, 41-55, 64 and 67-70 in the reply 
filed on 8/25/08 is acknowledged. Claims 38-40, 56-63, 65, 66 and 71-78 are withdrawn from 
consideration. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claims 1, 33-37, 41-55, 64 and 67-70 are rejected under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is written description. 

5. Claim 1 is directed to a process in which zwitterionic monomer I is polymerized in a 
living radical polymerization process in the presence of catalyst and initiator. There is no 
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description for the product made by the process and the claims have not identified the polymer 
product formed. One cannot make what one does not know. 

It is suggested that applicant name the product made without introducing new matter into 
the claims and/or specification. 

6. Claims 34 and 36 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

7. Claim 34 recites the presence of biological active moiety and R 4 " but claim 33 does not 
have R 43 . 

8. Claim 36 recites the limitation "the biologically active moiety" in lines 1 and 2. There is 
insufficient antecedent basis for this limitation in the claim. Claim 36 depends from claim 33 
and claim 33 does not recite biologically active moiety. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 
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10. Claims I, 33-35, 46-53, 64, 68-70 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Haddleton (US 6,310,149) or applicant's admitted prior art. 

1 1 . Applicant admits having the knowledge that Haddleton uses cholestryl-2- 
bromoisobutyrate initiator in the polymerization of MPC in the specification at paragraph [0131] 
of the published application. 

12. Haddleton describes polymerizing zwitterionic monomer such as the MPC using 
bromoisobutyrate derivative of cholesteryl as an initiator; specifically, Haddleton says that the 
polymerization process is a living/pseudo process (sec the abstract; column 4, lines 5-10; 
columns 11-17; column 18, lines 61-67; column 19, line 13; column 20, lines 47, 48). 

13. Claims 1, 33-35, 46-53, 64, 68-70 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Haddleton (US 6,3 10,149). 

14. Haddleton describes polymerizing zwitterionic monomer such as the MPC using 
bromoisobutyrate derivative of cholesteryl as an initiator; specifically, Haddleton says that the 
polymerization process is a living/pseudo process (see the abstract; column 4, lines 5-10; 
columns 11-17; column 18, lines 61-67; column 19, line 13; column 20, lines 47, 48). 

Claim Rejections - 35 USC §103 

15. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

16. Claims 1, 33-37, 41-43, 46-55, 67-70 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Haddleton (US 6,310,149) in view of Davies et al. (WO 02/27209). 
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17. Haddleton has been shown above the anticipate claims 1, 33-35, 46-53, 68-70. For 
claims 41 and 67, it is within the technical skill of the artisan to determine the molecular weight 
of the product formed from the process. Polydispersity as recited in claim 42 is the property of 
the polymer and as such claim 42 is met. Haddleton does not teach that the product formed 
from the process has biologically active agents associated or that the product would be used to 
carry biologically active moieties. However, Davies teaches that polymers derived from MPC 
inner salts are capable of binding biologically active agents (abstract; page 1, lines 2, 3; page 10, 
lines 18-21). Therefore, taking the teachings of the prior art, one having ordinary skill in the art 
would have reasonable expectation that the product formed from MPC and bromoisobutyrate 
derivative of cholesteryl as initiator would effectively bind biologically active moieties such as 
the agents recited in claims 34, 36 and 37. 

Double Patenting 

18. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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19. Claims 1, 33-37, 41-55, 64 and 67-70 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-28 of U.S. Patent No. 
6,562,330 in view of Haddleton (US 6,310,149). 

20. The issued claims are directed to process of making polymer that does not use initiator of 
the type bromoisobutyrate derivative of active agents. But, Haddleton describes polymerizing 
MPC using bromoisobutyrate derivative of cholesteryl as an initiator. Therefore, one having 
ordinary skill in the art would reasonably expect that using the initiator of Haddleton would be 
effective to initiate the polymerization of the monomers of the type of the instant invention. 

21. Claims 1, 33-35, 46-53, 64, 68-70 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-39 of U.S. Patent No. 
6,852,816 in view of Haddleton (US 6,310,149). 

22. The process of Issued claim 1 is the same as instant claim 1 except that the issued claim 1 
recited the use of generic initiator. However, the use of bromoisobutyrate derivative of 
cholesteryl as an initiator in living/pseudo polymerization process a process is disclosed for use 
with MPC by Haddleton (see the abstract; column 4, lines 5-10; columns 11-17; column 18, lines 
61-67; column 19, line 13; column 20, lines 47, 48). Therefore, one having ordinary skill in the 
art at the time the invention was made would have reasonable expectation of success that using 
bromoisobutyrate derivative of cholesteryl as an initiator in living/pseudo polymerization process 
of Lewis would effectively initiate the polymerization of monomers such as MPC. 

23. Claims 1, 33-37, 41-55, 64 and 67-70 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-39 of U.S. Patent No. 
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6,852,816 in view of Haddleton (US 6,310,149) and further in view of Davies et al. (WO 
02/27209). 

24. US 6,852,816 in view of Haddleton has been shown to render obvious claims 1, 33-35, 
46-53, 64, 68-70. But the polymer of US 6,852,816 does not have biologically active agent. 
However, Davies teaches that polymers derived from MPC inner salts are capable of binding 
biologically active agents (abstract; page 1, lines 2, 3; page 10, lines 18-21). Therefore, taking 
the teachings of the prior art, one having ordinary skill in the art would have reasonable 
expectation that the product formed from MPC and bromoisobutyrate derivative of cholesteryl as 
initiator would effectively bind biologically active moieties such as the agents recited in claims 
34, 36 and 37. 

25. Claims 1, 33-37, 41-55, 64 and 67-70 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1, 23 and 36- 
43 of copending Application No. 10/506,814 in view of Haddleton (US 6,310,149). 

26. The copending claims teach the examined process except that the copending claims do 
not use an initiator of the type recited in the claims. But, the use of bromoisobutyrate derivative 
of cholesteryl as an initiator in living/pseudo polymerization process a process is disclosed for 
use with MPC by Haddleton (see the abstract; column 4, lines 5-10; columns 11-17; column 18, 
lines 61-67; column 19, line 13; column 20, lines 47, 48). Therefore, one having ordinary skill 
in the art at the time the invention was made would have reasonable expectation of success that 
using bromoisobutyrate derivative of cholesteryl as an initiator in living/pseudo polymerization 
process of Lewis would effectively initiate the polymerization of monomers such as MPC. 

This is a provisional obviousness-type double patenting rejection. 
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27. Claims 1, 33-37, 41-55, 64 and 67-70 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 29-44 of 
copending Application No. 10/544, 113. An obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but an examined application claim not 
is patentably distinct from the reference claim(s) because the examined claim is either 
anticipated, or would have been obvious, over the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the 
conflicting claims are not identical, they arc not patentably distinct from each other because 
Claims 29-44 anticipate claims 1, 33-37, 41-55, 64 and 67-70. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

28. Claims 1, 33-37, 41-55, 64 and 67-70 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 44-100 of 
copending Application No. 10/542333. An obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but an examined application claim not 
is patentably distinct from the reference claim(s) because the examined claim is either 
anticipated, or would have been obvious, over the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the 
conflicting claims are not identical, they are not patentably distinct from each other because 
claims 44-100 anticipate claims 1, 33-37, 41-55, 64 and 67-70. 
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This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



